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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH (S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

Responsive to communication(s) filed on 18 May 2004 . 
2a)D This action is FINAL. 2b)|gl This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [X] Claim(s) 1-5. 11-15 is/are pending in the application. 

4a) Of the above claim(s) . is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) Kl Claim(s) 1-5 and 11-15 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) S Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) S Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) D Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date 5/21/2004 . 6) □ Other: 
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Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on May 18, 
2004 has been entered. 

Claims 1-5, 1 1-15 are pending. Any rejection that is not addressed in this Office 
Action is considered obviated in view of the claim amendments. 

Claim Rejections - 35 USC § 102 

1. Claims 1-5, 1 1-15 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Mathieu et al US Patent 5,665,387. 

2. Applicant's arguments with respect to this rejection have been fully considered 
but are not found persuasive. 

Mathieu teaches methods of treating autoimmune diabetes which is caused by 
autoimmune destruction of B cells comprising administering tablets of 1a, 25- 
dihydroxyvitamin D 3 (1,25 (OH) 2 D 3 ) to a subject within at similar doses as instantly 
claimed, (see col 2, lines 1-10; col 10, lines 1-41; claim 4, 12-17). Autoimmune 
destruction of B cells leads to Type I diabetes. Contrary to applicant's arguments, 
Mathieu also teaches that his compositions can be orally for treating diabetes. At col 4, 
line 45 Mathieus states: 
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Pharra^ceiitical contortions, comprising vitamin D and/ 
or Its analogues) as the active ingredient fftr j^eventiiig; 
pacinxary .a$$di s&coj&etaiy diabetes iiav& Use foam of powdesrs^ 
suspensions* solutions, sprays, eamiisicms, unguents or 
creams aisd can lie u&ed for local application,, intranasal* 
xecXal, vaginal and also for oral tor paoreiEiesal, (intravenous; 
intradermal, intramuscjLir. Mitrathscal eie.) adLrtimi-stration, 
Such compositions can be prqpaonsd by combining {Le. fay 
mixing, dissolving eta.) the active c<^aipoiiiii<S<&) in Uie form 
*>f a free acid car salt with phm^m^suMc^My acceptable 
excipicntfi with neutral character (sacfa as a^tious *2r acm- 
aquaiu solvents t stabilizers* craxulsijien, deturpeuts., 
additives)- and further if necessary colouring a^geasts aiad 
flavouring agents. Hie coneentrati of the adiv« iEgre<i£e£it 
io a fjStsrmacetalical composition can v&ry between 0-001% 
siidl 100%,, depending om the nature of tfce taafnoeiit and the 
meffood of adiiiinistratioii. T&e dose of the active ingredient 
£ha£ is administered can futHrar be varied between. CX, I aad. 
1 tag per kg l>ody-wed g^it, p^^abiy between 0. 1 ao£ 1<X> 
pg per kg body-weight:. 

Mathieu further claims: 



iD.1 to % mg; per Mssgpm b^^a%bt «xf said sisfed*** g£ 
n cGCTpcmnd baaed; 4tm tiac formula 



9* The tnethal Atc^rdiiig to claim 1 

Mntoiri g at least one ph^nm c^istf cally £ 
gut aad said s&ss&ys* e£ s&Id. list 





10, Tlie msthod a« 

MIC. 

ftr odtttil ^ ptrealaii 




Accordingly, Mathieu is viewed to discloses administration of 1a, 25- 
dihydroxyvitamin D 3 (1,25 (OH) 2 D 3 ) tablets to a subject similar doses as instantly 
claimed. 
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Mathieu also discloses modulating the immune system in patients in need of 
such therapy who have predisposition to develop autoimmune diabetes (abstract, col 2, 
lines 40-50; 7-8). Such groups of people are construed as predisposed subjects to type 
I diabetes, (see col 2, lines 45-50). Accordingly, Mathieu describes all elements of 
claims 1-5. 

Since Mathieu modulates development of diabetes I in subjects, the type I 
diabetes are viewed to be inherently detectable in such patients with autoantibodies to 
glutamic acid decarboxylase, because such detectability is a function of the disease. 
Therefore, Mathieu also meets the limitations of claims 11-15. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shahnam Sharareh whose telephone number is 571- 
272-0630. The examiner can normally be reached on 8:30 am - 6:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan, PhD can be reached on 571-272-0629. The 
fax phone number for the organization where this application or proceeding is assigned 
is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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